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I. INTRODUCTION: What is it the new legislation? What does it mean?

Last year the U.S. enacted new legislation aimed at increasing the safety and security of
America’s food supply. The new law, entitled, Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 (The Bioterrorism Act), was enacted in part as the
result of September 11" and the recent increased threat of terrorism. There are two new
regulations issued by the Food and Drug Administration (FDA) as part of this new legislation
that will directly impact on Guyanese exporters of food products to the U.S. The first targets
mainly foreign exporters and the second targets the exporter’s agent or importer in the U.S.
Both are extremely important and compliance with both is necessary for food products to be
allowed into the U.S.

The first regulation requires that foreign' food facilities that manufacture, process, pack or
hold food for human or animal consumption in the U.S. to register with the FDA by
December 12, 2003. The second regulation requires advance notification by food importers
of human and animal food shipments imported or offered for import. This second regulation
also takes effect for imports arriving on or after December 12, 2003.

It should be noted that at the time of the writing of this pamphlet, the new regulations are
“interim final rules” which means that the regulations could be modified. It is important that
exporters be vigilant for possible modifications. The information for this pamphlet was taken
from the FDA website: http://www.cfsan.fda.gov

This factsheet or pamphlet is intended to assist companies who export food products to the
U.S. to understand the process and requirements and to provide guidance in registering his or
her firm. For those having any questions about the process or for those needing assistance in
registering, please feel free to contact:

New Guyana Marketing Corporation
87 Robb Street

Georgetown

Tel. 227-1630

Fax 227-4114

Email: newgmc @networksgy.com

Or

USAID GEO Project

12 Earl’s Avenue
Subryanville

Georgetown

Tel. 223-7144

Fax 223-7143

Email: geo@chemonics.net

! Note that this regulation also pertains to U.S. food facilities.



II. REGISTRATION OF FOOD FACILITIES

The Bioterrorism Act directs the Government to take steps to protect the public from a
threatened or actual terrorist attack on the U.S. food supply. To carry out the provisions of the
Bioterrorism Act, FDA published Registration of Food Facilities. This regulation requires
domestic and foreign facilities that manufacture/process, pack, or hold food for human or
animal consumption in the United States to register with the FDA. Under this regulation, all
affected facilities must register by December 12, 2003. In the event of a potential or actual
bioterrorism incident or an outbreak of food-borne illness, facility registration information
will help FDA to determine the location and source of the event and permit the agency to
quickly notify facilities that may be affected.

This new regulation pertains only to facilities that manufacture/process, pack, or hold food, as
defined in the regulation, for consumption in the U.S.

Examples of "food" include:

Dietary supplements and dietary ingredients

Infant formula

Beverages (including alcoholic beverages and bottled water)
Fruits and vegetables

Fish and seafood

Dairy products and shell eggs

Raw agricultural commodities for use as food or components of food
Canned and frozen foods

Bakery goods, snack food, and candy (including chewing gum)
Live food animals

Animal feeds and pet food

a. Answers to Frequently Asked Questions about Registration

Who must register? The owner, operator, or agent in charge of a domestic or foreign facility
that manufactures/processes, packs, or holds food for human or animal consumption in the
U.S., or an individual authorized by one of them, must register that facility with FDA by
December 12, 2003. For purposes of registration, a foreign facility must designate a U.S.
agent (for example a facility's importer or broker), who must live or maintain a place of
business in the U.S. and be physically present in the U.S., for purposes of registration.

The following foreign facilities do not need to register:

e Transport vehicles that hold food only in the usual course of their business as
carriers.

Farms.
¢ Fishing vessels that harvest and transport fish.



However, transporters, farms and fishing vessels that also conduct further
downstream processing and exporting must register.

Do all foreign facilities that manufacture/process, pack, or hold food for consumption in
the U.S have to register? No. If a foreign facility that manufactures/ processes, packs, or
holds food sends it to another foreign facility for further manufacturing/processing or
packaging before the food is exported to the U.S., only the second foreign facility is required
to register. However, if the second foreign facility performs only a minor activity, such as
putting on a label, both facilities would be required to register. Also, any foreign facility that
packs or holds food after the last foreign manufacturer/processor of the food must register.

How often must you register? Registration is required only once for each food facility.
However, required registration information must be updated if it changes.

What does the registration number mean? Upon registration each food facility will receive a
registration number. The number means that the owner of the facility has complied with this
rule by registering with FDA. Assignment of the number does not convey FDA approval or
endorsement of the facility or its products.

Is there a fee for registration? There is no fee for registration or for updates of registration.

How can a facility register? Registrants must use Form 3537 (see p. 9 of this pamphlet) to
register or update a registration. There are two ways to register: over the internet or by
international mail.

Internet Registration:

FDA encourages registration via the internet as the least costly and most efficient
means for the facility as well as FDA. With electronic registration, all required
information must be entered before the system will accept the submission. At that
point, registrants will receive immediate confirmation of registration and a registration
number.

Facilities may register online via the Internet at
http://www.cfsan.fda.gov/~furls/ovffreg.html , which will operate 24 hours a day,
seven days a week, beginning October 16, 2003. This web site is available from
wherever the Internet is accessible, including libraries, copy centers, schools, and
Internet cafes. Registrants can access on line help at www.fda.gov/furls . There is also
an Online Registration Help Desk:

e If calling from within the U.S call 1-800-216-7331 or 301-575-0156

e When calling from outside the U.S., call 301-575-0156

e Fax questions to 301-210-0247

e Email questions to furls@fda.gov

Beginning October 16, 2003, these phone numbers will be staffed on business days
from 7 AM until 11 PM U.S. Eastern Time.



Creating an Account:

When logging on the FDA website (http://www.cfsan.fda.gov/~furls/ovffreg.html) to
register, the person registering will first be required to create an account number for
the firm or facility. Below and on the next page is the form to be filled out in order to
create the account.

CREATE AN ACCOUNT

» Get Help (3)
Enter vour account information. Fields marked with an * are required.
* First Marne: |
Wliddle Tnitial |
* Last Mame [ |
Surnare:

* Title: |
|

* Company Matne:

Fasswards must be at leasi 8 characters bui no mare than 32, coniain
uppercase and lowercase letiers, numbers and special characters fo.g &, %, 5).
YOU WiILL NEED TO REMEMEBER FOUR PASSWORD TO LOGIN INTHE
FUTURE.

* Pagawrord : |

* Confirn Password : |

MNumbers onbe. No spaces, dashes, periods or parentheses. Country Code not
reguired for US phone nusmbere.,

Country Code  LrealCity Code  Phone Murrhber Extension
* Phone Mumher- ez 033) fegz 1013 feg 55511117 f{eg 1111}

| | | |

Country Code  AreaiCity Code  Phone Mumber
FAY Nurber: (e.g 033) (e.g. 101) (e.g 5551111)

HEuter yvour g-mail address. If vou do not enier an e-mail address, vour
passward will be sent via postal il

E-Ifail Address: |

Confirra E-Iail: |

aelect and answer a secrat guestion. Jf vou forget vour passward, vau will
nead to provide this information.

* Secret question: |What was your first pet's name? j

* Secret answer: |



Physical Address (Business) of Account Holder

* Country: |F"Iease selecta Country j
* hddressLinel: |

Asddress Line 2: |

* City: I

State: |Please selecta LS State j

Click here to select a Provinee J Territory
Prorvince § Territory: I

* Eip Code (Postal I—
Code):

Preferred Mailing Address for Issues Regarding this Account (if different)

Enier a praferved mailing address if it is different from vour phyvsical address.
I vou are providing a preferred mailing address, the fields marked with ¥*are
reguired.

** Country: |Please select a Country j

** b ddress Line 1 7 I
F.O Box

Address Line 2: |

** Cityr: I

State: |F"Iease selecta U State j

Click here to select a Provanee J Territory
Proreinee § Temitory: I

** Zip Code (Postal I—
Cade):

Under 18 113 C. 1001, anyone who makes a materially false, fictitions, or fravdulent
staternent to the U 5. Government is subject to crirminal penalties.

T understand

Continue Clear Form Cancel

Once you have created an account, you can use your password to log into the
registration process. The process for registering via the internet is an interactive
process. The person doing the registering will be asked to answer a series of
questions. The questions and information requested are the same as those on the
printed copy — see Section I b and c, beginning on page 9 of this pamphlet for a copy
of the printed form and the instructions on how to answer the questions.



Registration by International Mail:

If a facility does not have reasonable access to the Internet, a paper copy of the form
may be obtained from the FDA by calling 1-877-FDA-3882 (1-877-332-3882) or by
mailing a request to:

U.S. Food and Drug Administration

HFS-681

5600 Fishers Lane

Rockville MD 20857 USA

The completed form should be mailed to the above address or faxed to (301) 210-
0247. Also, as noted immediately below, registrations for multiple facilities may be
submitted to the FDA on a CD-ROM.

Is there a mechanism for registering multiple food facilities at one time? FDA will accept
multiple registrations submitted in CD-ROM format ISO 9660 (CD-R or CD-RW) data
format. These files must be submitted on a Portable Document Format (PDF) of Form 3537
and be accompanied by one signed copy of the certification statement that appears on the
registration form. Each submission on the CD-ROM must use the same preferred mailing
address in the appropriate block on Form 3537. There is no maximum number of registrations
that may be submitted in this manner. However, each registration on a CD-ROM must have a
unique file name up to 32 characters long, the first part of which may be used to identify the
parent company. If the information does not conform to these specifications, FDA will not
process the registration(s) and will return the CD-ROM for correction.

FDA will process CD-ROM submissions along with mailed and faxed submissions in the
order received.

What information is required? Each registration must include:
¢ the name, address, and phone number for the facility and its parent company (if

applicable);

the name, address, and phone number of the owner, operator, or agent in charge;

all trade names the facility uses;

applicable food product categories;

a statement certifying that the information submitted is true and accurate and that the

person submitting the registration, if not the owner, operator, or agent in charge, is

authorized to submit the registration.

e A foreign facility must also provide the name, address, and phone number of its U.S.
agent”. The foreign facility must also provide the emergency contact phone number for
its U.S. agent unless the facility designates another person to serve as the emergency
contact.

* In response to an inquiry to the Online Registration Help Desk (tel. 301-375-0156) FDA indicated that the
“U.S. agent” for purposes of registration could be the broker, the importer, or if the exporter has neither, he/she
could use the name of a friend or relative who resides in the U.S. The key requirement for the “U.S. agent” is
that the person designated as the agent must be resident in the U.S. and that he or she must have the ability to
contact the foreign exporting firm should the need arise.



Is additional information requested? FDA is asking for, but not requiring, certain optional
information on the registration form. The optional information will help the FDA
communicate more effectively with facilities that may be the target of an actual or potential
terrorist threat or other food-related emergency. For example, some food products are not
identified in the list of food categories, such as certain dietary supplements, infant formula,
and animal feed, but foods in these categories may be the focus of a food-related emergency.
Therefore, FDA encourages, but does not require, submission of the information identified as
optional on Form 3537.

Is registration information available to the public? No. Neither the list of registered
facilities, any registration documents submitted under this regulation, nor any information
derived from the list or the documents that would reveal the identity or location of a specific
registered person is subject to disclosure.

What if the submitted registration information changes? When a required element of a
facility's registration information changes, e.g., change of operator, agent in charge, or U.S.
agent, the owner, operator, or agent in charge, or an individual authorized by one of them,
must submit an update to the facility's registration within 60 days of the change through the
Internet at www.fda.gov/furls or through the paper update process.

What if a facility goes out of business? When a facility goes out of business, its registration
must be canceled using Form 3537a, either through the Internet, at www.fda.gov/furls, or
through the paper process.

What if a new owner acquires an already-registered facility? The former owner must cancel
the facility's registration within 60 days of the change (using Form 3537a), and the new owner
must re-register the facility using Form 3537. Both cancellation and re-registration may be
completed through the Internet or through the paper process.

What happens if a facility does not register? Failure of a domestic or foreign facility to
register, update required elements, or cancel its registration in accordance with this regulation
is a prohibited act under the Federal Food, Drug, and Cosmetic Act. The Federal government
can bring a civil or a criminal action in Federal court to prosecute persons who attempt to
import food products from non-registered firms or facilities. If a foreign facility is required to
register but fails to do so, food from that foreign facility that is offered for import into the
U.S. is subject to being held at the port of entry in the U.S. If the food must be moved, the
private parties involved (i.e., the owner, purchaser, importer, or receiver of the food) must
arrange for moving it and promptly notify FDA of its location. The owner, purchaser,
importer, or receiver of the food is responsible for any costs associated with moving or
storage of the food.

For further information: For more details and information on the specific requirements for
facility registration, please refer to the interim final rule itself. The interim final rule is
available at http://www.cfsan.fda.gov/




Form 3537

Food Facility Registration Form

Form 3537 on the following pages was downloaded from the FDA website. The printed form
is intended for those who wish to register by mail. Those planning to register via the internet,
can use the printed form as a guide to determine the information required or the questions
they will be asked during the registration process.

The FDS website offers additional assistance in navigating the registration process. Below
are several of the webpages that offer assistance:

http://www.cfsan.fda.gov/~furls/ovffreg.html - website for creating an account and
registering your facility.

http://www.cfsan.fda.gov/~furls/helpf.html lists on-line help for various tasks — creating an
account, registering, etc.

http://www.cfsan.fda.gov/~furlst/tut-toc.html has step by step tutorials for creating an
account, logging in, registration, etc.

http://www.cfsan.fda.gov/~furls/ffrmga.html#requirement provides answers to frequently
asked questions




Form Approval: OME No. 09500802 FDA LISE OhLY

Eapirabon Dade: 10812000

Sew OIS Stadevtievil o @nd o farm

DHHE/FDA - FOOD FACILITY REGISTRATION FORM

USE BLUE OR BLACK INK ONLY

Date: (MMDDMYYYY)

Section 1 - TYPE OF REGISTRATION

1a. ﬁ DOMESTIC REGISTRATION

O FOREIGN REGISTRATION

1b. @ INITIAL REGISTRATION

@ UPDATE OF REGISTRATION INFORMATION

If update, provide the following:
Facility Ragistration Murrber:

P

Check all that apply and further Identify
changes in the applicable sections.

Unked Sizles Agent Change = Foreign facilies onby

D Facility Mama Charge

Dﬁnaﬁunal Facility Cades of Operaticn Changa

D Feclity Addrees Change ($ee instructions)

Dﬂrpeufﬁ.nﬂvlt:.'ﬂ:w

DF‘rﬂfemad Malling Address Chanpe

D Type of Storape Change

D Parer Company Change

Human Food Product Category Ghanpa

D Ermergency Conlact Change

Animal Food Product Cetagory Change

D Trade Narme Change

D Qparalar ar Agent in Charge Change

1c. ARE YOU THE NEW OWNER OF A PREVIOUSLY REGISTERED FACILITY? Yes O Mo D
i “yes’ provide the fl:l||l:l'||'!'il'l_§.il'l.ﬁ:.|'r'l'l'm11:d'|l i knoin.

FPrevioua owner's name:

Previous oWner's regietration number

Section 2 - FACILITY NAME / ADDRESS INFORMATION

FACILITY MAME:

FACIUTY STREET ADDRESS, Ling 1;

FACIUTY STREET ADDRESS, Line =

CITY:

STATE:

AP CORE [POSTAL CODER

FROVINCETERRITORY:

COUNTRY!

PHOHNE MUMBER [Inciude AraaiCourry Cede):

Faux MURBER [OFTIOMNAL; Indids Areal Caurtry
Crdr];

E-MAIL ADDRESZ {OPTICNAL:

Farm 3537 {1003)




Formi Approval: OME Mo, 09700502
Cxpiralian Dma: 103172006
S QS Slstamen! & and o form

DHHS(FDA - FODD FACILITY REGISTRATION FORM

Section 3 - PREFERRED MAILING ADDRESS INFORMATION complets this section orly if
different from Section 2, Facility Neme/Address Information [OPTIONAL)

HAME;
BOCRESS, Lrw 1!
Ty ETATE:

ZIF CODE (FOSTAL CODE): FROWVIMCE TERRITORT:
COUMTHTY: FHOME WMBER (Inclute Araes Couniry Code):
FAX NUMEER [Include Amasd Coumry Gooa); E-MAIL ADDRESS:

Section 4 - PARENT COMPANY NAME | ADDRESS INFORMATION {IF APPLICABLE AND IF
DIFFERENT FROM SECTIONS 2 AND 3). IF INFORMATION IS THE SAME AS ANCQTHER

SECTION, CHECK WHICH SECTION:  sEcTioNz ()  or secTioNs ()
“HAME OF PARENT COMPAHT- - =

STREET ADDRESS OF PAREMNT COMPANY, Ling 1

STREET ADDRESS OF PAREMT COMPANY, Ling 2;

Iy BTATE:
ZIF CODE (POSTAL CODE): PRGVINGET ERRITORY.
COUNTRY- PHOME NUMBER [noiude Arear Counlry Godel
EJ:.‘;: r]duMElEH FOPTIGNAL; Include Area’Couniry EMAIL ADDRESS [OPTIONAL)E
Bl

Section 5 - FACILITY EMERGENCY CONTACT INFORMATION

[OPTICNAL FOR FOREYSN FACILITIES: FON WILL USE YOURLLS, A5ENT AS YOUR EMERGENCY CONTACT LMLESS
YOU SHORDSE T DEGMENATE A DIFFERENT CONTACT HERE.)

INDIVIDUAL'S MAME [C8TI0MALY:

TITLE [CPTHEMAL ) EMERGENCY CONTACT FHOME (Enchude ameay oourtry code):

E-MAIL ADDRESS (OPTICMAL);

Form 3537 (1003 2



Fonn Approvi: OME Na. 0890-0802
Expiration Dale 1005 152006
Sea 048 Stalermand of end of fom

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Bection 8 — TRADE NAMES {IF THIS FACILITY USES TRADE MAMES OTHER THAN THAT LISTED IN SSCTION 2
ABCIVE, LIET THEM BELOW (E.G., "AL50 DOING BUSINESSHE" "FAGILITY ALSE KMOIWM AS™:

ALTERNATE TRADE MaME #1;

ALTERMATE TRADE MAME 72

ALTERMATE TRADE HAME #3;

ALTERMATE THRADE MAME %4

Section T - UNITED STATES AGENT (T0 BE COMPLETED BY FAGILITIES LOCATED OUTSIDE ANY STATE OR
TERRITORY OF THE UNITED STATES, THE DISTRICT OF COLUMBIA, OR THE COMMINNVEALTH OF PUERTD RIGD.

H&ME OF LLE. AGENT:

TITLE (OPTIGMALY;

ADORESS, Ling ¥;

ADORESE. Ling 2:

CITY: HTATE: ZIF CODE:

U5 AGEMT FHONE MUMSER (Incluide frma Codaly | EMERGENCY CONTACT PHONE MUMBES (Include Area Coca)c

FRE NUMEER [OFTIONAL: Inciude Area Codal E-MAIL ADDRESS (OFTIOMAL):

Section § - SEASONAL FACILITY DATES OF OPERATION

(GIVE THE APPROXIMATE DATES THAT ¥ OUR FACILITY 15 OPEN FOR BUSINESS, IF 1TS CPERATIONS
ARE ON A SEALZCNAL BASIS] |OPTICOKAL}

—a

DATES OF OFERATICN:

Fesrrme JS3T (1000 3) 3



Form Approvay; (fWE Mo, 0910-0502
Explradion Date: 100372005
Sz OMB Statamant af eni of form

DHHS/FDA - FOOD FACILITY REGISTRATION FORM

Section 9 - TYPE OF ACTIVITY CONDUCTED AT THE FACILITY

[GHECK ALL TYPES OF OFERATIONS THAT ARE PERFORMED AT THLS FACILITY REGARDMG THE
MANUFACTURING/PROCESSIMG, PAGKING DR HOLDING OF FOOD) {OPTIONAL)

|D Warshouse / Halding Facility ja.q,, sborage Eaclilies,

including storage tanks, graln akevatom)

Dﬂ.cid'rﬁedj' Low Acid Food Processor DLaL‘aIEr:’-I-:leb;ﬁa-r

I:]IME:‘SIHE'D Convayancs Eatemr.'ﬂaterir-l; Palnt Dhllanufamrer ! Processar
DM:IFM;:EH Shelfish Esisbllshmeni = Dﬁepacher I Packer
DCnmnﬂa&Ery - DEEI'.-EQB Oparator (Recondiioner)

DMmEI fod marufacturar / processor  hokder .

Section 10 — TYPE OF STORAGE {FOR FACILITIES THAT ARE PRIMARILY HOLDERS) {0PTIONAL)

Ambient {nalthar frozen nor refrigerated)
Slorags

D Rafrigerated Storaga

D Frozen Storape

IE_ HOME OF THE MANDA ¥

Gection 11a - GENERAL PRODUCT CATEGORIES - FOUD FOR HUMAN CONSUMPTION
d facilitics. Plaase see insbructions for furiher sxamples.

OV APPLY, SELECT BOX 37.

1. ALCOHOLIC BEVERAGES
[21 CFR 170.5 (n}43]]

2. BABY {INFANT AND JUNIOR) FOOD PRODUCTS
Including Infant Foemula
[Opsional Seiectian)

. BAKERY PRODUCTS, DOLMGH MIXES, OR ICINGS
[21 CFR 1703 fry {9), (2]

. BEVERAGE BASES
[21 CFR 170.2 {ni} (3}, (16), {357

. CAMDY WITHOLUT CHOCOLATE, CARNDY
SPECIALITIES & CHEWIMG SUM
[21 GFR 17003 [n ) [Bh (&) (28], (28]

. GEREAL FREFARATIONS, BREAKFAST FOODS,
CIUICE CODKINGIMSTANT CEREALS
[21 GFR 170.34n| €]

CHEESE AND CHEESE PRODUCTS
[21 CFR 170.3 () [B]]

T
[Je
=

1 COLCR ADDITIVES FOR FOCOS
21 CFR 1703 o) (47]

CHOCOLATE AND COCO8 PRODUCTS
[21 CFR 170.3 [m) 2], (%0, (I8], (43K

COFFEE AMD TEA
[21 CFR 1702 fn} 23, (7]

1. DIETARY COMVENTICHAL FOODE OR MEAL

REPLACEMENTE {includas Madical Facds)
[ CFR 170.24n | (31

Form 3537 {10/03)




Form Approvai: OWE N, (9T0-0502
Expiration Dale: TR:31/2008
See OME Stalemeant al end of form

DHHSEFDA - FOOD FACILITY REGISTRATION FORM

Section 11a - GENERAL PRODUCT CATEGORIES - FOOD FOR HUMAN COMNSUMPTION

(CONTINUED)
To be compl Ploase soo instructions. forfurthsar-examiphes,
IF NONE OF THE -MANDATORY CATEGORIES'BELOW APF 3 T B 37,

12 DEETARY SUPFLEMENTS

Prodaing, smine Solcs, Fate end Lipid Substances
[21 GFR 470.3 i) [20)]

Wiamire and Minerals [21 CFR 1T0.3 (o) [20]]

D Animal By-Products and Extracts (Opfionad Selection)
D Harnals ardl Bozanicals (Optional Selecian)

'Dﬁ. DRESSINGS AND CONDIMENTS
[21 CFR 170.3 {n) (8}, (12]]
[}

FISHERY/SEAFOOD PRODUCTS
D [21 CFR 70,3 {n) [13), (15}, {283}, [40]]
15.

FOOD ADDITIVES, GEMERALLY RECCGMIZED AS
BAFE (GRAS) INGREDIENTS, OR OTHER
INGREDIENTS USED FOR PROCESSING

[21 CFR 170.3 () (42); 21 CFR 170.3 {o} (1),

(21 {3k 450, (30 (7). (8} (90, (140, (1], {12}, [13),
(1), (150, (180, (17, (18}, 190, (Z2), (23] (24

[25), [26). (27). (24), (28), {30}, [31). (32}

FOOD SWEETEMERS (MUTRITIVE)
[29 CFRATRS [mj (9] {41), 3 CFRAT0.3 o) {21))

-

. FRUITS aND FRUIT PRODUCTS
f21 CFR TR [n) [16), (27, (28], {35}, [43]]

8. GELATIN, REMNET, PUDDING MIKES, OR FIE
FILLINGS [21 CFR 170.3 [} {22]]

. ICE CREAM AMD RELATED FRODUGTS
(21 GFR 170.3 () [20), (217]

. IMITATION MILK PROOLICTS
J21 GFR A70.3 () [19]]

. MACARON OR NOCOLE PRODUCTS
[210GFR 1703 () (23]

. MEAT, MEAT PRODUCTS AND POLILTAY
{FOv REGULATELD)
[29 CFRATO3 iny (170, [18), (260, (3}, [33), (40)]

Dza MILE, BUTTER, OR DRIED MILK FRODUCTS
[21 GFR 170.3 {n) (12), {30}, {31)]

qu. MULTIPLE FOOD DINNERS, GRAVIES, SAUCES AND|
BPECIALTEES [21 CFR 4703 n) (11), (14), (17}, (18},
(20, (24), (28], (24}, (40]]

D 2B HUT AMND EDIBELE SEED PRODLICTS
[21 GFR 170.3 {n) (26), [52]]

DEE. PREFARED Salal PROOUCTS
[#1 GFR170.3 (n) (111, 4170 [18), [22), [28), {4}, {330

27. SHELL EGO AND EGE PRODUCTS
[21 CFR 17003 {n) {11, {44)}

DE.H. ENACK FOOD TEMS (FLOUR, MEAL OR
VEGETABLE BASE) [21 CFR 170.3 {n] (37)]

[ ]
3

. BOFT DRINKS AND WATERS
[21 CFR AT (n) (3 (35

EPICES, FLAVORS, AND BALTS
[#1 GFRATR () (250

2oUps
[21 CFR 1703 () [30), (40]]

. VEGETABLES AMND WEGETABLE PRODUCTE
[21 GFR AT0.3 [m) {18), (3]

. VEGETABLE QLS {INCLUDES QLIVE QIL)
[21 CFRAT0.3 (mp 121

. VEGETASLE PROTEM FRODUCTS (BIMULATED
MERTE]
[21 CFR 1T0.5 [n} {33))

D 35, WHOLE GRAING, MILLER GRAIM PRODUCTS
{FLOURS),OR ETARCH
[21 CFR 170.3 {n} (1], {333

D JB6. MOETIALL HUEMAN FOOD PROGUGT CATEGDRES
{Optional Selection)

D 7. HOME OF TS ABCYVE MANOATORY CATEGCRIES

Farm 3537 {10002}



Form Approval: DME Na, 087 8-0502
Expiraiion Date: 106312005
Eap OMB Statemars af ang af form
DHHS/FDA - FODD FACILITY REGISTRATION FORM

= =

Section 11b - GENERAL PRODUCT CATEGORIES - FOOD FOR ANIMAL CONSUMPTION

[OPTIGNAL)

D 1. GRAIN PRODUCTS (E.G., BARLEY, GRAMN D1+. MILK FRODUCTS

SORGHUMS, MALIZE, DAT, RICE, RYE AND

WHEAT)
D 2 DILSEED PRODUCTS {E 6., COTTONSEED, D 15. MINERALS

SOYBEANS, OTHER OIL SEEDS)
D 3. ALFALFA AND LESPEDETA PRODUCT [Clia. snsceiansous ann seeem rurmose rrobucts
Dq. AMIND ACID Dw. MOLASSES
D 5. ANIMAL-DERIVED PROGUCTS Dw-. NON-PROTEIN NITROGEN PRODUCTS
[J: erewerrrooucrs e peanur prooucts
[J:. cuemcal ereservamves Dzn REGYCLED ANINAL WASTE PRODUCTS
[ e cmaus erooucrs I J=+. screenines
D B. DISTILLERY PROOLCTS Dzz. VITAMING
o eremvaees [ Ppe————
o rarsaroous [l wen reen pouLay, Lvestock, anp eoume;

1] 2. Fermentamion ProcUGTS s, perrocn

[ 15, mansie rRoOUCTS [z sosiect arimac roco pronuct carecories

Section 12 — OWNER, OPERATOR, OR AGENT IN CHARGE INFORMATION

MAME OF ENTITY OR INDIVIDUAL WHO IS THE OWNER, GPEF!ATO?H. QR AGENT 1IN CHARGE

PROVIOE THE FOLLOWING INFORMATION, IF DIFFERENT FROM ALL OTHER SECTHING ON THE FORM. IF
INFORMATION 15 THE SAME AS AMOTHER SECTION OF THE FORM, CHECK WHICH SECTION:

secmonz 3 seemows @ seeond ) ssenony O

STREET ADDHRESS, Lne 1:

STREET ADDRESE, Line 2:

CITY: BTATE

ZIF COOE (POSTAL CODES: PROVINGE TERRITOEY-

COUNTRY: FHONE MUMBER (Includs frea/County Coda),
E.,Af;:UHBEH [CFTIONAL Includs Arear County E-MAIL ADORESE (OFTIONALY:

Form 3537 (10/3) g



Form Approval: D88 Ao, 08100502
Expimfion Date; TRE1/2006
Sea CME Shatament st end of fovm

DHHS/FDA - FODD FACILITY REGISTRATION FORM

Section 13 - CERTIFIGATION STATEMENT

The owner, operator, of agent in changs of the facliity, of an individual suthorized by the owner, operator, or agent in charge
of the facliity, must swhmit this farm. By submitling Whis fom o FOW, or by awtherzing an individual to submit this farm o FD, the
awner, aperadar, ar agant In charge of the faciity cerliies thal the above informatian & true ang accorate. An individual (ather than the
awnor, pEFR, ar BRAnt In chanps of the faclityhwha subimits te Torm 1o the FLA also cartifies hat the sbove informetion submitted
5 e and Acoirabe and thal edshe i aulhodzed fa submit $a raglatration on tha taclite's bahell. An Incdividual authodzed By the
OWMAr, QPEFBA, O BANE in Ghargs must befow idengfy v reme e Indsdual who authonzed submission of tha regitration. Undar

1B LLE.C. 1001, anyors who makes a materially false, fivifious, or fraudulant slatemen b tha U.S. Govarnmentis sulljset o criminal
penallias,

SIGNATURE OF ELIBMITTER

PRINT MAME OF THE SLEMITTER

CHECH OMNE BOX: @A. CYYRER. DPERATOR OR AGENT IN CHARGE (STOF HERE, FORM 15 COMPLETEL)

ﬁ B, INDrIDUAL AUTHORIZED TO SUBMIT THE REGISTRATION {FILL IH BELOYY]
IF ¥Ol CHECKED BOX 8 ABDVE, INDICATE WHO ALTHORIZED ¥OU TO SUBMIT THE REGISTRATION:

@ OWMHER, OFERATOR, OR AGENT IN CHARGE [(STOF HERE, FORM 18 COMPLETED]

@ Sl MNAME OF INDIVIDUAL WHD ALTHORIZED
REGISTRATION ON BEHALF OF OWRER, OPERATOR, OR AGENT IM CHARGE (FILL IN ADDRESS BELOW)

ADDRESS INFORMATION FOR THE AUTHORIZING BDN DAL |

AUTHORLZNG INDWIOLAL STREET ADDRESS, Ling 1:

ALUTHORLIMG IMDNDUAL STREET ADDRESS, Ling =

T BTATE:
| ZIF CODE (POSTAL CODER PROVINCETERRITORY:
COUNTHY: : PHONE MUMBER {Indude AmaiCauray Goger
-:F:'E r;:.JMBEH JOFTICHAL; Include Arear Goairy E-MAIL ADORESS [OF TIONALY:
a8l

MAIL COMPLETED FORM TO U2, FOOD AND DRUG ADlIIHIBTHAﬂDh-I, HF2-881, 5600 FISHERS LAME,
ROCKVILLE, MO 20857, OR FAX IT TO [301) 210-0247.

FO& USE ONLY

DATE REFISTRATION FORM RECEIVED DATE ROTFFICATION SENT TO FACILITY

Public reperiing burden for this colleciion of Information |3 sstimaled 1o average batwasr 1 and 12 hours per resporsa,
Irciucing the fime for ravieswing instructians, searching sxleling data sourcss, galhanng and maintaining the deta readed, Bnd
compleding and ravisaing te colectian of information. Sand comments regarding this burdan estimata or any other aspact of Iha
coflection af infarmalion, incuding suggastans far reducing B burden 5o ]

Deparimenl of Health and Human Servces AR agency may nok comiust of Bponsar, and a
Foad and Drug Administration neraon Is nof raquired o respend B a collaction of
CFSANPRE Comments HFS-024 Iformrealion unless it dzplays a curmently waid
5100 Paint Branch Prrkway DOME conbrad riumbear

Coellage Park, M3 20740-3835
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Instructions for Form 3537
Fouod Facility Registration Form

NOTE: Form 3537 15 used to register a food facility or to provide an update to an existing registration. If you
wish to cancel a food Tacility registration, you must use Form 3537a. The owner, operator, ar agent in charge of
the facility, or an individual authorized by the owner, operator, or agent in charge of the Facility, must fill out,
sign, and submit this form, !

An individual (other than the owner, operator, or agant in charge of the facility) who submits this form w FDIA
must, in section 13 of the form {certification stacement), identify by name the individual who authorzed
submission of the registration. Form 3337 must be signed and printed or typed with black or dark bloe ink. 17
there is no information available for & specific block in a mandatary section, enter the words “Mot Available,”
“N/A or “MNone” in that block unless specified otherwise in these instactions. Do not make any entries or
marks in the parts of the form designated “FDA USE ONLY™. Some sections of the form contain a circle for
making a selection. Check the circle when making a selection. All sections on these forms are mandatory
unless described otherwize, Forms that are incomplete or illegible will not be procassed and may considerably
delay a requested action (such as issuance of 2 Feod Facility Regstration Number).

Drate: Enter the date m the format MMDDOY YT Y. Example: 1003 120403

Section 1 - TYPE OF REGISTRATION

Sohsection 1a. Check the circle for only one of the two choices, [omestic means that the facility is locared in
any State or Tarritory of the L5, in the District of Columbiz, or in the Commenwealth of Pverto Rica. Foreign
means all others.

Subsection 1b. — INITIAL REGISTRATION
Check the circle for [nitial Repgistraton cnly if this is the first time you have registered this facility with FDA
under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002,

Subsection 1b. — UPDATE OF REGISTRATION INFORMATION

If you are updating informatien for a Food Facility Registration, please provide the current Registrabion Number
in the space provided, Enter the Personal Tdentification Number (PIN) that was provided upan receipt of the
Food Facility Registration Number in the space marked PIN. A form submitting an update will nat be
processcd without the appropriate Registration Mumber and PIN.

Subsection 1b, = Update Information
Check the circle for cach update that applics. If this is a new registration, leave this section blank.

Subsection lc. — NEW OWNER INFORMATION
If you are a new owner of a previously registered facility, you must re-register. Please provide the previous
wwner’s name gnd regisation mumber, if knosm,

Section 2 — FACILITY WAME/ADDRESS INFORMATION
Pravide the reguested information in the blocks provided. If the facility and address are already listed with the
FD A tor some other purpnse, be sure to n3e the exect same facilicy name and address for Saction 2

Section 3 — PREFERRED MAILING ADDRESS INFORMATION (OFTIONAL)



If you prefer to be contacted at an address other than that of the Tacility, please print or type the requested
information in the blocks provided in this section of the form.

Section 4 - PARENT COMPANY NAME/ADDEESS INFORMATION (TF APPLICABLL AND IF
DIFFERENT FROM SECTIONS 2 AND 3)
Complete this section only it the toed facility is owned by a parent company,

Section 5 - FACILITY EMERGENCY CONTACT INFORMATION (OPTIONAL FOR FOREIGN
FACILITIES)

[omestic facilitics most provide the informarion requested in this section. You must supply at least onc
telephone number. Providing an individual’s name, title, and e-mail address is optional. For foreign facilites,
FDA will assume that your LS, agent 1s WoUr CMETECNCY contact unless yvou provide alternative information in
this section,

Section 6~ TRADE NAMES

“Trade name" is the name or names under which the facility conduets business, or additional names by which
the Macility & known. TF vour food Tacility uses a tade name other than the one listed in Section 2, pleage print
ar type the addirional trade nameais) in this section. Ifvour food facility does not have any other trade name,
cnter the wond “Mone™ in the appropriate blocks,

Section 7— UNITED STATES AGENT

Foreign food lacilities must have a 1.8, Apent. The 11.5. Agent must reside or mainrain a place of business in
the 115, and be physically present in the U5, Please print or type the information requested in this section. The
L&, agent's fax number and e-mail address are optiomal. 4 LS. agent’s emergency contact phone number
must be provided unless the Tacility has designated an alternate emergency contact in section 5,

Section 8 — SEASONAL FACILITY DATES OF OFERATION (OPTIONALY)

If vour tood facility operates only during parts of the year, such as during the harvest season, you may enler Lhe
date ranpes when the facility operates. Example: “Open June 1st through August 313t and October 1" through
December 20M. "

Section 9 — TYPE OF ACTIVITY CONDUCTED AT THE FACILITY (OPTIONAL)
You may fill in all of the circles that apply to your facility.

Section 10—~ TYPE OF STORAGE (OPTIONALY}) .

This section applies to facilities that sre primarily holders (fecilities used for storage). You may check all of the
circles that apply. IT your facility is strictly a refrigerated, frozen, or ambient (neither frozen nor refrigerated)
storape facility, vou should check the appropriate circle. 1f more than one choice applies, you should check all
that apply,

Bection 11a - GENERAL PRODUCT CATEGORIES - FOOD FOR HUMAN CONSUMPTION

All food facilities mmst complens this section. Check all of the circles that apply to wour facility. I you
manulaclure/process, pack, or hald food thet fits into one or more of these categories, check the circle for each
category of food mamufactured! processed, packed or held at your facility, If none of these categories wpplies Lo
your facility, select Tlem 37 (NONE OF THE ABOVE MANDATORY CATEGORIES). If vour facility
manufactresprocesses, packs, or holds food in most or all of the catepories in section 1 1a, you may select Ttem
36 “MOST/ALL HUMAN FOOD PRODUCT CATEGORIES" instead of selecting all applicable categories,
Addibiomal informabion and cross references can be found at bitp:deeww [da. povfsearch/databases hfmlidpeb

(Product Code Builder).




Section 11k — GENERAL PRODUCT CATEGORIES — FOOT FOR ANIMAL CONSIMPTION
(OPTIONAL) This section only applies to food for animals. You may check the circle for each category of
animal food manufactured:/processed, packed or heid ac your facility. If your facility manifactures‘processes,
packs, or hilds food in most or all of the categories in section 11b, you may sclect ltem 26, "MOST/ALL
ANIMAL FOOD FRODUCT CATEGORIES” instead ol selecting all applicable categories

Section 12 -OWNER, OPERATOR, OR AGENT IN CHARGE INFORMATION

II'the contacl information for the owner, operator, or agent in charpe is the same as that in another section of the
form, check the circle corresponding to thal section; otherwise enter the information as requested. The fax
number and e-mail address for the owner, aperator, or agent in charge are optional,

Section 13 -CERTIFICATION STATEMENT

Either the owner, operator, or agent in charge of the facility, or an individual authorized by the owner, operator,
ot agent in charpe of the facility, must submit this form. By submitting the form to FDA, or by anthorizing an
individual to submit the form to FDA, the owner, aperalor, ot agent in charge of the facility is certifving that the
information contained in the form iz tee and accurate, 1fan individual authorized by the ownear. oparator, or
agent in charge of the facility subimits the form o FDA, that individual also certifies that the information
contained in the form is true and accurarne and that he'she is anthorized to submit the registration on the
lacility”s behall. An individual aulthonzed by the owner, operator, or agent in charge of the facility must
identify in this section the name and contact information for the individual who authorized submission of the
registration, Anyone who makes a matertally false, fictitions, or frandulent statement to the .5, government is
subject (o crimingl penalties under 18 TS0 1001,

SIGNATURE: The submitter is required to sign this form in black or dark blue ink.

MAME OF PERSON SUBMITTING TIIE REGISTRATION FORM: Prinl or type the name of he

submitter in this space,

CHECK ONE BOX: If the submitter is the owmer, operator, or agent in charge, check circle A, “OWMNER,
QPERATOR, OF AGENT IM CTIARGE.” T the subrnitter is an individual authorized by the owner, operator,
or agent in charge (such as an administrative emploves), check circle T3, “TNDIVITDTUAL ATITHORIZED TO

SUBMIT THE REGISTRATION.™

If wou checked cincle B, check cither the circle, "Orwner, operator, or agent in charge™ if the owner, operator, or
agent in charpe suthorieed vou o submit the registration, or the circle, (mame of individual who
authorized registration on behalf of the owner, operator, or agent in charpe),” if’ someone other than the owner,
operalor, or agent in charge authorized yvou to submit the registration. 1f vou checked, “owner, operator, or
agent in charpe,” vou are finishad with the form. TF vou checked, * (name ol individual who aosthorized
repistration on behalf of the owner, operator, or agent in charge), complete the name and address information
fior the individual who authomized you te submit the registration on behal f of the wawner, operator, or agent in
charge. The fax number and e-mail address for that individual are optional.

o not mail these instructions back to the FDA with yoor form. Keep them with your records.

Mail completed Form 3537 to U.S. Food and Droug Administration, HFS-681, 5600 Fishers Lane,
Roeckville, MD 20857, or FAX it to (301) 210-0247,



III. PRIOR NOTICE OF IMPORTED FOOD SHIPMENTS

The Bioterrorism Act requires that the FDA receive prior notice of food imported into the
United States, beginning on December 12, 2003. This regulation is aimed at U.S.
importers, not foreign exporters. However, much of the information that the U.S.
importer is required to submit is information that must come from the exporter. We
provide here an overview of these notification requirements.

Most of the prior notice information required by the interim final rule is data which is
currently provided by importers or brokers to the Bureau of Customs and Border
Protection (CBP) when foods arrive in the United States. The Bioterrorism Act now
requires that this information also be provided to FDA in advance of an imported food's
arrival in the United States. FDA will use this information to review, evaluate, and
determine whether to inspect the imported food. Nearly all of the current imported food
shipments can comply by using CBP's Automated Broker Interface of the Automated
Commercial System (ABI/ACS). Prior notice can be submitted either through ABI/ACS
or FDA's Prior Notice (PN) System Interface beginning December 12, 2003°. The Prior
Notice (PN) System Interface is not yet operational but is scheduled to be available in
December at www.access.fda.gov .

When must prior notice be submitted? Prior notice must be received and confirmed
electronically by FDA no more than 5 days before arrival and, as specified by the mode
of transportation below, no fewer than:

2 hours before arrival by land by road

4 hours before arrival by air or by land by rail

8 hours before arrival by water

FDA has not set any specific time limit for receipt of prior notice for hand carried
or accompanied food products. However, note that the food must be accompanied
by the FDA confirmation.

b

In addition, prior notice must be received and confirmed electronically by FDA before
food is mailed by international mail. The parcel must be accompanied by the FDA’s
confirmation of receipt of prior notice.

How must the prior notice be submitted? Prior notice must be submitted electronically.
Prior notice for international mail food shipments, other transaction types that cannot be
made through ABI/ACS, or articles of food that have been refused admission under
section 801(m)(1) of the Federal Food, Drug, and Cosmetic Act must be submitted to the

3 The Automated Commercial System (ACS) is the system used by the U.S. Customs Service to
track, control, and process all commercial goods imported into the United States. The Automated
Broker Interface is an integral part of ACS that permits qualified participants to file import data
electronically with Customs. ABI is a voluntary program available to brokers, importers, carriers,
port authorities, and independent service centers.
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FDA PN System Interface at www.access.fda.gov . Beginning on December 12, 2003,
technical assistance in submitting prior notice will be available via telephone and fax at
the following numbers:

e For the United States, call 1-800-216-7331 or 301-575-0156
e From all other countries and locations, call 301-575-0156
e Send a fax to 301-210-0247

This technical assistance will be available on business days from 7 AM until 11 PM U.S.
Eastern Time. Requests for assistance may also be emailed to furls@fda.gov . For
assistance with ABI/ACS transmission, the importer or broker should contact his/her
CBP client representative.

Both the CBP and FDA systems for prior notice will be available 24 hours a day, 7 days a
week for information submission beginning December 12, 2003.

If the ABI/ACS is not working, then prior notice must be submitted using the FDA PN
System Interface. If the FDA PN System Interface does not appear to be working
properly, the online Help Desk should be contacted first. If the system is not working,
then the required prior notice information must be submitted by fax or email. The fax
number(s) and email address(es) where they can be sent will be posted on the FDA

website (www.fda.gov).

Who must submit prior notice? Any individual with knowledge of the required
information may submit the prior notice, including, but not limited to, brokers, importers,
and U.S. agents.

What food is subject to the requirement for submitting prior notice? Prior notice applies
to food for humans and other animals that is imported or offered for import into the
United States. For purposes of the interim final rule, "food" is defined by reference to
section 201(f) of the Federal Food, Drug, and Cosmetic Act. Section 201(f) defines
"food" as articles used for food or drink for man or other animals, chewing gum, and
articles used for components of any such articles. For purposes of the interim final rule
and complying with prior notice of imported food shipments, "food" does not include
food contact substances (e.g. packaging materials) or pesticides. Prior notice is required
for food that will be used, stored or distributed in the United States. This includes gifts,
trade samples and quality assurance/quality control samples, food for transshipment
through the United States to another country, food for future export, and food for use in a
U.S. Foreign Trade Zone.

What foods are excluded from the prior notice requirement? Foods that are excluded
from the prior notice requirement are: (1) food carried by or otherwise accompanying an
individual arriving in the United States for that individual's personal use (i.e., for
consumption by themselves, family, or friends, and not for sale or other distribution); (2)
food that is exported without leaving the port of arrival until export; (3) meat food
products, poultry products and egg products that are subject to the exclusive jurisdiction
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of the U.S. Department of Agriculture (USDA) under the Federal Meat Inspection Act,
the Poultry Products Inspection Act, or the Egg Products Inspection Act; and (4) food
that was made by an individual in his/her personal residence and sent by that individual
as a personal gift (i.e., for non-business reasons) to an individual in the United States.

Will FDA provide confirmation of receipt of prior notice? Yes. FDA will issue a
confirmation of prior notice to the transmitter upon successful receipt of the prior notice
information.

What information must be included in the prior notice? The prior notice must be
submitted electronically and contain the following information:

e Identification of the submitter, including name, telephone and fax numbers, email
address, and firm name and address

e Identification of the transmitter (if different from the submitter), including name,
telephone and fax numbers, email address, and firm name and address

e Entry type and CBP identifier

e The identification of the article of food, including complete FDA product code,
the common or usual name or market name, the estimated quantity described
from the smallest package size to the largest container, and the lot or code
numbers or other identifier (if applicable)

e The identification of the manufacturer

e The identification of the grower, if known

e The FDA Country of Production

e The identification of the shipper, except for food imported by international mail

e The country from which the article of food is shipped or, if the food is imported
by international mail, the anticipated date of mailing and country from which the
food is mailed

e The anticipated arrival information (location, date, and time) or, if the food is
imported by international mail, the U.S. recipient (name and address)

e The identification of the importer, owner, and ultimate consignee, except for food
imported by international mail or transshipped through the United States

e The identification of the carrier and mode of transportation, except for food
imported by international mail

e Planned shipment information, except for food imported by international mail

Does the carrier need the prior notice confirmation upon arrival? 1t is prudent to have
the confirmation. For a prior notice that is submitted through the ABI/ACS interface, the
prior notice confirmation number together with a "PN received" message will be made
available to the filer through the ACS/ABI interface. If prior notice is submitted through
the FDA PN System Interface, then the transmitter will receive a confirmation online as
soon as the submission is confirmed. To make it easier for the carrier or individual at the
port, the carrier should have a copy of the confirmation, which includes a prior notice
confirmation number in his/her possession. For international mail packages, the Prior
Notice Confirmation Number must accompany the package. For food carried by or
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otherwise accompanying an individual arriving in the United States, the Prior Notice
Confirmation Number must accompany the food.

Can an incomplete prior notice be corrected? Yes. If the transmission fails the
validation, it will be rejected and the transmitter will have an opportunity to make
corrections.

The FDA PN System Interface has Help features and interactive feedback to assist the
submitter and minimize spelling mistakes and omissions. In addition, the online Help
Desk will be available to assist users, beginning December 12, 2003. The Help Desk will
be staffed on business days from 7 AM until 11 PM U.S. Eastern Time.

Confirmation means the information has been received and the information is complete.
Subsequent system and manual review by FDA staff may result in inspection of the
imported food upon arrival.

What must be done if information changes after prior notice confirmation has been
received? If any of the following required information changes after confirmation, then a
new prior notice must be submitted:

e Identification of the submitter, including name, telephone and fax numbers, email
address, and firm name and address

e Identification of the transmitter (if different from the submitter), including name,
telephone and fax numbers, email address, and firm name and address

e Entry type and CBP identifier

e The identification of the article of food, except the estimated quantity

e The identification of the manufacturer

e The identification of the grower, if known

e The FDA Country of Production

e The identification of the shipper

e The country from which the article of food is shipped or, for food imported by
international mail, the anticipated date of mailing

e The U.S. recipient (name and address) if the food is imported by international
mail

e The identification of the importer, owner, and consignee

e The identification of the carrier and mode of transportation

e Planned shipment information unless the food will not be imported

Does food that has been refused for inadequate prior notice require any additional
information in the prior notice? Yes. In the event that a food shipment is being held
because the prior notice was not received in time, then the shipments prior notice or a
revised prior notice must include the port of arrival, the location where the refused food is
being held, the date it arrived or will arrive at that location, and the identification of the
contact person at that location.
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What are the consequences of failing to submit adequate prior notice information of an
imported food shipment? Food that is imported or offered for import with inadequate
prior notice is subject to refusal and holding at the port or in secure storage. FDA intends
to include a transition period in this guidance, during which it will emphasize education
to achieve compliance. While FDA will nonetheless be authorized to take various types
of enforcement action for violations of the prior notice requirements, this planned
transition period will allow FDA to focus its resources on the most appropriate
circumstances. FDA also intends to provide guidance to its staff on enforcing the prior
notice requirements after a transition period. FDA's guidance documents will be available
to the public, and FDA will publish a notice of availability in the Federal Register.

For more details and information on the specific requirements of this interim final rule,
please refer to the interim final rule itself. The interim final rule is available at
http://www.cfsan.fda.gov .
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